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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH{S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

^ Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED {35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) X Responsive to communication(s) filed on J an 15, 2001 



2a) X This action is FINAL. 2b) - This action is non-final. 

3) Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice ur\6e\ Ex parte Quay/e, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4^ X Clafmis) 7-72. 14, and 15 is/are pending in the application. 

4a) Of the above, claim(s) is/are withdrawn from consideration. 

5) Claim(s) ^ ^ is/are allowed. 

6) X Claim(s) 7-72, 14, and 15 is/are rejected. 

7) C!aim(s) is/are objected to. 

8) Claims ^ are subject to restriction and/or election requirement. 

Application Papers 

9) .-- The specification is objected to by the Examiner. 

10) ._ The drawing(s) filed on is/are objected to by the Examiner. 

1 1 ) __ The proposed drawing correction filed on is: a)— approved b)~ disapproved. 

12) _._- The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) X Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d). 
a) X All b) Some* c).' " None of: 

1 - Certified copies of the priority documents have been received. 

2. X Certified copies of the priority documents have been received in Application No. 08/624,398 . 

3. Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)}. 
*See the attached detailed Office action for a list of the certified copies not received. 

14) Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 

Attachment(s) 

1 5i Notice of References Crted (PTO-892f 18) Interview Summarv (PTO-413) Paper No(s). 

16i _.. Notice of Draftsperson s Patent Drawing Review fPTO-948) 19) Notice of Informal Patent Application (PTO-152) 

17) Information Disclosure Statement(s) fPT 0-1 449) Paper No(s). 20) Other: 
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DETAILED ACTION 

Claims 1-12, 14 and 1 5 are pending. 



Double Patenting 

2. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the 'right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F 3d 1046, 29 USPQ2d 2010 (Fed. 
Cir 1993); /// re Longi^ 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum 686 

F 2d 937. 214 USPQ 761 (CCPA 1982); hire VogeK 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorwgton, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January U 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

3. Claims 1-12, 14 and 15 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-6, 9, 10, 12 and 14 of U.S. Patent No. 
5,827,683 in view of Martinez et al. This rejection is explained in the previous Office action. The 
instant SEQ ID NO: 3 is identical to SEQ ID NO: 3 of U.S. Patent No. 5,827,683. 

4. Applicants argue that although a number of signal peptides and yeast expression systems 
were known at the time of filing of the instant application, it would not have been predictable 
which ones would allow correct and efficient high level expression of the active polypeptide. 
Applicants argue that there is unpredictability known to exist in the field at the time of the instant 



invention such that one of skill would not have been automatically motivated to use the teachings 
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of Maninez et al Applicants argue that S cerevisiae was tried as host for the expression of B SSL 
and that this expression system was ineffective. Applicants argue that, accordingly, the use of S. 
cere\ isiae w ould also have been obvious at the time of the instant invention Therefore, success in 
P. pastoris expression would not have been prima facie obvious, i.e. expected. 
5. Applicant's arguments filed 6/15/01 have been ftilly considered but they are not persuasive. 

In response to applicant's argument that the examiner's conclusion of obviousness is based 
upon what would not have been predictable which expression system would allow correct and 
efficient high level expression of the active polypeptide, it must be recognized that any judgment 
on obviousness is in a sense necessarily a reconstruction based upon hindsight reasoning, i.e., the 
claimed subject matter But so long as it takes into account only knowledge which was within the 
level of ordinary skill at the time the claimed invention was made, and does not include knowledge 
gleaned only from the applicant's disclosure, such a reconstruction is proper. See /// re 
McLcmghlitK 443 F.2d 1392, 170 USPQ 209 (CCPA 1971). 

With regard to success being expected. Applicant's lack of success with the use of S. 
cerevisiae is insufficient to lead one of ordinary skill in the art to expect that BSSL expresion in P. 
pastoris will not work. 

Claim Rejections - 35 USC § 103 

6 The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 
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(a) A patent ma\ not be obtained though the invention is not identical]) disclosed or described as set forth in 
section 102 of this title, if the ditferences between the subject matter sought to l>e patented and the prior art are 
such that the subject matter as a whole would ha\ e been ob\ ious at the time the in\ ention w as made to a person 
ha\ ing ordmarv skill m the art to w hich said subject matter pertains. Patentabilit\- shall not be negatned by the 
manner in which the in\'ention was made, 

7. Claims 1. 2. 4-12, 14 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Tang et al. (U.S Patent No. 5,200,183) in view of Stroman et al. (U.S. Patent No. 
4,808,537). This rejection is explained in the previous Office action. The instant SEQ ID NO: 3 is 
identical to SEQ ID NO: 3 of Tang et al. 

8 Claims 3 and 14 are rejected under 35 U.S.C, 103(a) as being unpatentable over Tang et 
al. (U.S. Patent No. 5,200 J 83) in view of Martinez et al. This rejection is explained in the 
previous Office action. 

9. Applicants argue that the mere throwing together of different disclosures and the assertion 
that is would have been obvious at the time to do so, do not stand up to the unpredictability in the 
art and the equally significant discouraging results known to those working in the field. Applicant 
fiirther argues that the Tang et al. reference was also cited during prosecution of the application 
from which Patent No. 5,827,683 issued and which the Examiner in that application ultimately 
acknowledged the patentable distinctness of that application over Tang et al. 
1 0 Applicant's arguments filed 6/15/0 1 have been fully considered but they are not persuasive. 
As stated in the previous Office action, it would have been obvious to do so for the benefit of 
having an expression vector for high level expression of BSSL in Pichia pastons and that one of 
ordinary skill in the art is motivated to combine the two teachings as Tang et al. teach expression 
of the lipase in yeast and Stroman et al teach expression vectors for Pwhia pastons expression 
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There is no substantial evidence provided by Applicant that the unpredictability in the art 
and the equally significant discouraging results known to those working in the field is such that 
one of ordinary' skill in the art would not have even considered combining the teachings cited. 

As each application is considered on its own merits, whether or not the Tang et al. 
reference is pertinent to the instant application is based on the reference's relevance to the instant 
application and not on its relevance to another application. 



1 1 Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



Conclusion 
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12. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Peter Tung, Ph D whose telephone number is (703) 308-9436. The 
examiner can normally be reached on Monday-Friday from 9:00 to 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Ponnathapu Achutamurthy, Ph.D., can be reached on (703) 308-3804, The fax phone number for 
the organization where this application or proceeding is assigned is (703) 308-0294, 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196, 
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